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To amend the Public Health Service Act to ensure transparency within
the health care system through the establishment of a National
Healthcare Acquired Infection and Medical Error Reporting Program.

IN THE HOUSE OF REPRESENTATIVES

DECEMBER 20, 2020
Ms. GABBARD introduced the following bill; which was referred to the
Committee on Energy and Commerce

A BILL

To amend the Public Health Service Act to ensure trans-
parency within the health care system through the estab-
lishment of a National Healthcare Acquired Infection
and Medical Error Reporting Program.

1 Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “National Healthcare

Acquired Infection and Medical Error Transparency Act”.

SEC. 2. FINDINGS.

(1) The Centers for Disease Control and Pre-
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vention reported that each day one in thirty-one hos-
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pital patients has at least one healthcare-associated
infection;

(2) 32 percent of all healthcare-acquired infec-
tions are urinary tract;

(3) 22 percent of all infections are surgical site
infections;

(4) 15 percent are pneumonia (lung infections);

(5) 14 percent are bloodstream infections.

(6) Patients who acquire infections from sur-
eery spend on average an additional 6.5 days hos-
pitalized;

(7) are five times more likely to be readmitted
after discharge;

(8) and are twice as likely to die.

(9) As recent as 2016, Johns Hopkins Univer-
sity patient safety experts calculated that medical
error is responsible for at least 250,000 deaths per

year (the third leading cause of death in the U.S.).

19 SEC. 3. ESTABLISHMENT OF OFFICE OF PATIENT SAFETY

20
21

AND HEALTH CARE QUALITY.

Title IX of the Public Health Service Act (42 U.S.C.

22 299 et seq.) is amended—

23
24

(1) by redesignating part E as part F}

(2) in part F, as redesignated—
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(A) by redesignating sections 941 through
948 as sections 951 through 958, respectively;
and

(B) in section 958(1), as redesignated, by
striking 941" and inserting “951"; and

(3) by inserting after part D the following:

“PART E—NATIONAL HEALTHCARE ACQUIRED IN-

FECTION AND MEDICAL ERROR REPORTING
PROGRAM

“SEC. 941. DEFINITIONS.

“In this part:

“(1) ANTI-RETALIATION.—The term ‘anti-retal-
iation” any patient or legal representative of a pa-
tient who engages in Protected Activity will be
shielded from retahation.

“(2) DATABASE.—The term ‘Database’ means
the National Patient Safety Database established
under section 944.

“(3) HEALTH CARE PROVIDER.—The term
‘health care provider’ means a person or entity li-
censed or otherwise authorized under State law to
provide health care services, including—

“(A) a hospital, health plan, community
clinie, nursing facility, comprehensive rehabili-

tation facility, home health agency, hospice pro-
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oram, renal dialysis facility, ambulatory sur-

oical center, pharmacy, doctor’s or health care

practitioner’s office, long-term care facility, be-
havior health residential treatment facility, clin-
ical laboratory, or health center;

“(B) a doctor, nurse, physician assistant,
nurse practitioner, clinical nurse specialist, cer-
tified nurse anesthetist, certified nurse midwife,
psychologist, certified social worker, registered
dietitian or nutrition professional, physical or
occupational therapists, pharmacist, or other in-
dividual healthcare practitioner; and

“(C) any other health care professional
specified in regulations promulgated by the Sec-
retary.

“(4) HEALTHCARE ACQUIRED INFECTION.—
The term ‘Healthcare Acquired Infection(s) (HAI)’
means an infection that is contracted while in a
healthcare facility, such as an acute care hospital,
skilled nursing care facility, or doctor’s office or clin-
ic.

“(6) MEDICAL ERROR.—The term ‘medical
error’ means an unexpected occurrence involving
death or serious physical or psychological injury, or

the risk of such injury, including any process vari-
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5
ation of which recurrence may carry significant
chance of a serious adverse outcome.

“(7) OFFICE.—The term ‘Office’ means the Of-
fice of Patient Safety and Iealth Care Quality es-
tablished under section 943, which shall be a cer-
tified patient safety organization as defined under
part C.

The term ‘outcomes’ means

“(8) OUTCOMES.
any result of healthcare acquired infection and/or
medical error on affected patients.

“(9) PATIENT SAFETY DATA.—The term ‘pa-
tient safety data’ means information requested by
the Director of the Office to be submitted by the pa-
tient safety officer of a Program participant as de-
scribed 1n section 945(e).

“(6) PATIENT SAFETY EVENT.—The term ‘pa-
tient safety event’ means an occurrence, incident, or
process that either contributes to, or has the poten-
tial to contribute to, a patient injury or degrades the
ability of health care providers to provide the appro-
priate standard of care.

“(7) PATIENT SAFETY OFFICER.—The term
‘patient safety officer’ means the individual des-

ignated by a Program participant as being respon-
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6
sible for ensuring that the conditions for participa-
tion in the Program are met.

“(8) PATIENT SAFETY ORGANIZATION.—The
term ‘patient safety organization’ has the meaning
oiven such term in section 921.

“(9) PATIENT SAFETY WORK PRODUCT.—The
term ‘patient safety work product’ has the meaning
oiven such term in section 921.

“(10) PROGRAM.—The term ‘Program’ means
the National Healthcare Acquired Infections and
Medical Error Reporting Program established under
section 945.

“(11) PROGRAM PARTICIPANT.—The term ‘pro-
oram participant’ means any healthcare provider
who reports healthcare acquired infections and/or
medical errors to the National IHealthcare Acquired

Infections and Medical Error Reporting Program.

“(12) ROOT CAUSE ANALYSIS.—The term ‘root
cause analysis’ means an examination or investiga-
tion of an occurrence, event, or incident to determine
if a preventable medical error took place or the
standard of care was not followed and to identify the

causal factors that led to such occurrence, event, or

mcident.
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“(14) WHISTLEBLOWER.—The term ‘whistle-
blower’ means any individual or legal representative
of an individual, who provides original information
relating to a Healthcare Acquired Infection or Med-
ical Error outcome.

“SEC. 942. PURPOSE AND GOALS.

“It is the purpose of this legislation to promote a cul-
ture of safety and trust within hospitals, health systems,
clinies, and other sites of health care, through the estab-
lishment of a National Healthcare Acquired Infection and
Medical Error Reporting Program. It shall be a goal of
the Program to—

“(1) establish standardized procedures for
States to provide reports detailing healthcare ac-
quired infection and medical error disclosure and re-
porting;

“(2) require all State departments of health to
use the data provided by hospitals for error report-
ing to analyze trends and identify best practices;

“(3) reduce rates of preventable medical errors;
and

“(4) ensure patients have access to information
for medical injury or illness due to medical error,

negligence, or malpractice.
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“SEC. 943. OFFICE OF PATIENT SAFETY AND HEALTH CARE

QUALITY.

“(a) IN GENERAL.—The Secretary shall establish
within the Office of the Secretary, an Office of Patient
Safety and Health Care Quality to collaborate with the
Director of the Agency for Health Care Research and
Quality to improve patient safety and reduce medical error
across the health care system. The Office shall be headed
by a Director to be appointed by the Secretary.

The activities of the Office shall

“(b) ACTIVITIES.
be deemed patient safety activities, as defined in section

921.

“(¢) DUTIES.—The Director of the Office shall—

“(1) establish and administer the Program;

“(2) determine who 1is eligible for participation
in the Program in accordance with section 945;

“(3) contract with an independent entity for the
purpose of evaluating the Program at least once
every two years, with the results of such evaluations
being disseminated to Program participants, Con-
oress, and the public;

“(4) establish and maintain, in consultation
with patient safety organizations, health care quality
organizations, health care providers, and the health
information technology industry, a National Patient
Safety Database as provided for in section 944 to

*HR 9037 IH



O o0 N N W BB W

|\ I NO TR NG T NS R NS R L e e T e D e e T S
A W N = O VWV o0 NN O B BN~ WD = O

9
receive nonidentifiable patient safety work product
as described in the reporting requirements for Pro-
oram participants under section 945(¢)(10);

“(5) determine and adopt a standardized pa-
tient safety taxonomy, necessary elements, common
and consistent definitions, and standardized formats
for the electronic reporting of patient safety data to
the Database as described in section 944(e);

“(6) survey Federal, State, and local require-
ments for the reporting of patient safety data and
work to streamline and reduce duplication of such
requirements;

“(7) grant patient safety organizations, re-
searchers, and other qualified individuals and insti-
tutions access to the Database as determined appro-
priate through the evaluation of completed applica-
tions submitted to the Office for such purpose;

“(8) analyze, directly or through a contract
with a patient safety organization, all data entered
into the Database and provide Program participants,
Congress, and the public with healthcare acquired
infection and medical error trend reports and other
analyses as determined appropriate by the Director

on a quarterly basis;

*HR 9037 IH
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“(9) develop, directly or through a contract
with a patient safety organization, safety and train-
ing recommendations for health care providers that
focus on the reduction of medical errors, improved
patient safety, and increased quality of care on at
least a yearly basis;

“(10) maintain a publicly accessible internet
website to provide patients and health care providers
with information concerning the Program and the
Database; and

“(11) perform any other duties for the adminis-
tration of the Program as determined necessary by
the Secretary.

“(d) AUTHORIZATION OF APPROPRIATIONS.—There

are authorized to be appropriated such sums as may be
necessary for each fiscal year to carry out the activities
of the Office.

“SEC. 944. NATIONAL PATIENT SAFETY DATABASE.

“(a) IN GENERAL.—The Director of the Office shall,

in accordance with section 943(¢)(6), establish a National

Patient Safety Database that shall—

“(1) adopt standardized patient safety tax-
onomy in consultation with the Joint Commission on
Accreditation of the Healthcare Organizations and

other entities with relevant expertise;
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“(2) include necessary elements, common and
consistent definitions, and a standardized electronic
interface for the entry and processing of the data by
Program participants, as developed by the Director
in consultation with patient safety organizations,
health care providers, and the health information
technology industry;

“(3) allow for the comprehensive collection and
analysis of the patient safety data required to be
submitted by all Program participants under section
945; and

“(4) include patient safety data required to be
submitted by Program participants under section
945 as nonidentifiable patient safety work product
and privileged and confidential in accordance with
section 922,

“(b) LamITATION.—Information submitted to the
Database shall be confidential and protected from disclo-
sure 1n accordance with the regulations promulgated
under section 264(c) of the Health Insurance Portability
and Accountability Act of 1996 (42 U.S.C. 1320d-2 note).

“(e) AcCcEss.—Access to the patient safety data con-
tained within the Database shall only be provided through

application to and approval by the Director.

*HR 9037 IH
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“SEC. 945. NATIONAL HEALTHCARE ACQUIRED INFECTION

AND MEDICAL ERROR REPORTING PROGRAM.
“(a)  ESTABLISHMENT.—The  Secretary, acting
through the Director of the Office, shall establish a Na-
tional Healthcare Acquired Infection and Medical Error
Reporting Program to provide for the confidential disclo-
sure of medical errors and patient safety events in order
to improve patient safety and health care quality, reduce
preventable medical errors, ensure patient access to data
and reports for medical injury due to medical error, neg-
ligence, or malpractice.

“(b) ELIGIBLE PARTICIPANTS.

To be eligible to
participate in the Program an entity shall—

“(1)(A) be a healthcare provider; or

“(B) be any other entity determined to be eligi-
ble by the Director;

“(2) designate a patient safety officer to ensure
that the conditions of participation described in sub-
section (¢) are met;

“(3) submit a completed application to the Of-
fice at such time, in such manner, and containing
such information as the Director may require; and

“(4) agree to comply with the conditions of par-
ticipation under subsection (c¢).

“(¢) CONDITIONS OF PARTICIPATION.—A Program

participant shall, directly or indirectly:

*HR 9037 IH
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“(1) submit a comprehensive plan, as part of
the application for participation in the Program, to
reduce the incidence of medical errors and improve
patient safety in the case of a Program participant
that is a health care provider, activities that result
in the reduction of medical errors or that otherwise
improve patient safety;

“(2) require health care providers included in
the Program by the Program participant and as out-
lined in the Program participant application, to sub-
mit to the patient safety officer a report of any inci-
dent or occurrence involving a patient that is
thought to either be a medical error or patient safe-
ty event;

“(3) ensure that the reports filed under para-
oraph (2) are submitted to the Database in a stand-
ardized format as designated by the Director;

“(4) where appropriate, ensure that a root
cause analysis of any report submitted to the patient
safety officer under paragraph (2) is performed
within 90 days of the filing of a report under such
paragraph;

“(5) ensure that if a patient was harmed or in-
jured as the result of a healthcare acquired infection

or medical error, or as a result of the relevant stand-
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ard of care not being followed, an account of the in-
cident or occurrence, as described in paragraph (2)
shall be disclosed to the patient not later than 5
business days after the completion of root cause
analysis;

“(6) disclose information contained in any re-
port submitted to the patient safety officer under
paragraph (2) upon the request of the patient with
respect to whom the report has been filed;

“(7) offer, at the time of disclosure of an inci-
dent or occurrence in which it was determined that
a patient was harmed or injured as a result of med-
ical error or as a result of the relevant standard of
care not being followed, to share, where practicable,
any efforts the health care provider will undertake to
prevent reoccurrence; and

“(8) prepare and submit entries to the Data-
base as required by the Director of the Office and
in accordance with subsection (d).

“(d) SUBMISSION OF PATIENT SAFETY DATA.—

“(1) IN GENERAL.—AIl entries into the Data-
base shall—

“(A) contain only non-identifiable patient

safety work product;
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“(B) be in a standardized electronic format
to be determined by the Director; and
“(C) if related to a single occurrence or in-
cident, be given a common identifier to link en-

tries of related data.

“(2) REPORTING REQUIREMENTS.—The patient
safety officer of a Program participant shall be re-
quired to prepare and enter into the Database—
“(A) reports, containing only nonidentifi-
able patient safety work product, filed by a
health care provider under subsection (c)(4)
and a summary of the findings of the root
cause analysis with respect to such report with-
in 5 business days of the completion of the root
cause analysis;
“(B) any disciplinary actions taken against
a health care provider as a result of involve-
ment in any incident or occurrence involving a
patient that is thought to be a medical error or
patient safety event, or legal action for which a
report under subsection (¢)(4) was filed; or
“(C) other data as determined appropriate

by the Director.
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“(3) PRIVILEGE AND CONFIDENTIALITY.—The
provisions of section 922 shall apply to patient safe-
ty data submitted under this subsection.

“SEC. 946. THE NATIONAL HEALTHCARE ACQUIRED INFEC-
TION AND MEDICAL ERROR REPORTING AC-
COUNTABILITY STUDY.

“(a) IN GENERAL.—The Director of the Office shall
conduct, directly or through a contract with patient safety
organizations or qualified individuals or institutions, an
analysis of the patient safety data in the Database and
other available data to determine performance and sys-
tems standards, tools, and best practices (including peer
review) for doctors and other health care providers nec-
essary to prevent medical errors, improve patient safety,
and increase accountability within the health care system.
Such analysis shall also consider the value of increasing
the transparency of the patient safety data to include the
1dentity of health care providers and provide recommenda-

tions for improvements to the peer review process.

“(b) REPORT AND RECOMMENDATIONS.—Not later
than 2 years after the date of enactment of this section,
the Director of the Office shall submit to Congress and

make available to States, State medical boards, and the

public a report that describes the results of the study car-

*HR 9037 IH
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1 ried out under subsection (a) and contains recommenda-

2 tions for Congress based on the findings of the report.”.

O

*HR 9037 IH




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2021-02-14T01:33:23-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




